KJIIT Ne 10/20.11.2023

MN3ITBJIHUTEJIHA ATEHIUSA 110 JIEKAPCTBATA

KOMUCUS 3A JIEKAPCTBEHU ITPOAYKTHU

THEBEH PEJ

Ha 3aceganue Ne 10/20.11.2023

. Jexnapupane ot wieHoBere Ha KJIII u ot excneprure u3BbH cheraBa Ha KJIII Ha Bcekn

NMOTeHIHAJIeH KOH(JIMKT HAa HHTEPeCH M0 OTHOLIEHHe HA BCAKA TOYKA OT JHeBHMs pen Ha KJITI.

I, JlekapcrBen(n) npoaykr(u), kanauaarcream(u) 3a PASPEHIEHUE 3A YIIOTPEBA
/PETUCTPALIUSA no wia.35/ yn.37 or 3JIIXM/ PASHINPABAHE HA OBXBATA HA PY no
HALMOHAJIHA Npoueaypa.

1. INN/AB: Clindamycin, combinations
ITokazanus: 1oKaJIHO JICUEHUE HA JICKO A0 YMEPCHO TCIKKO aKHEC BYJIrapuc, 0CO0EHO Ha BBL3MAJIUTEIIHA
JIC3HUU, ITPHU Bb3PAaCTHU U FOHOIIIHW HA Bb3PAaCT HAa U HAJl 12 TOANHHN

2. INN/AB: Clindamycin, combinations
ITokazanus: 1OKaIHO JICUEHUE Ha JICKO A0 YMEPCHO TCIKKO aKHEC BYJII'apuc, 0c00€HO Ha BB3NAIUTEITHU
JIe31H, IPU BH3PAcCTHU U IOHOILN Ha Bb3pAcT Ha U HaJ 12 ronuHu

3. INN/AB: Silodosin
[Tokazanus: [IpoaykTsT chabpika silodosin 1 e moka3aH mpu JeYSHUE Ha TPU3HAIMTE U CUMITTOMUTE Ha
O0enurHeHa xuneprasus Ha npoctarara (bXII) npu Bb3pacTHU MBKE.

1. JlekapcTBen(u) npoaykr(n), kanauaarcreaim(u) 3a [IOJHOBSIBAHE na paspemenue 3a
ynorpeda 1mo HalMOHAJIHA NMpoLeaypa.

1. Ume (cBoOomHO u30paHo) Ha sekapctBenus npoaykT: ESPIRO 25 mg film-coated tablets
INN/AB: Eplerenone

[Tokazanwms: - Karo mombeiHeHHE KbM CTAHAAPTHO JICYEHUE BKITFOUBAIIO OeTa-0JI0KepH, 3a HaMallsiBaHe
Ha PUCKA OT ChPJIEYHO-CHI0BA CMBPTHOCT U 3a00JI€BA€MOCT IIPU CTAOMIIHU MALMEHTH C

nsBokamepHa quchyskius (LVEF < 40%) u kiiMHUYHY TaHHU 32 ChpJeuHa HEAOCTaThbYHOCT

CJIe/l CKOPOILIEH MUOKapIeH NH(paAPKT.

- Karo normreiiHeHME KbM CTaHAAPTHO ONTHMAJTHO JICYCHHUE, 32 HAMaJIiBaHe Ha pUCKa OT
ChP/IEYHO-CH0BAa CMBPTHOCT U 3200JI€Ba€MOCT MPH Bb3PACTHU NAIIUEHTH € (XPOHHYHA)

cepreuna HepoctarbuHOCT I k1ac mo NYHA u neBokamepna cuctonna auchyakuus (LVEF < 30%)
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2. Nme (cBobomno wm30pano) Ha sekapcrBenus mpoaykr: ESPIRO 50 mg film-coated tablets
INN/AB: Eplerenone

[Tokazanus: - Kato nombiHeHne KbM CTaHIAPTHO JIEYEHHE, BKJIIOUBAIO OeTa-0JI0KepH 3a HaMallsiBaHe
Ha PUCKa OT ChPJEYHO-CHIOBA CMBPTHOCT U 3a00JIEBAEMOCT NIPpH CTAOWITHY MAIUEHTH C JISIBOKAMEpHA
muchynkuus (LVEF ?740%) w kKIMHWYHM JaHHUA 3a ChpJEYHAa HEAOCTATBhYHOCT CJIe] CKOPOIICH
MUOKapIeH HHPaPKT.

- Karo nombiHeHHe KbM CTaHJAPTHO ONTHUMAIIHO JICUEHHUE, 32 HaMasBaHE Ha PUCKA OT ChPICUHO-
ChJIOBA CMBPTHOCT U 3a00JIeBa€MOCT TIPH BB3PACTHH TNAIMEHTH C (XPOHHUYHA) ChpJACYHA
negocraTbuHocT II kiac mo NYHA u naBokamepna cucronna auc@ynkuus (LVEF 30%)

3. Nme (cBoOOaHO m30paHo) Ha sekapctBenus npoaykr: FUROSEMID DS 10 mg/ml solution for
injection

INN/AB: Furosemide

[Tokazanwms: [IpogykTsT chabpxka furosemide M € moka3aH KOrato ce M3MCKBa Obp3a M edeKTHBHA
nuypesa. [Ipu crienny cuTyanuu Wik KOrato nepopaiHara Tepamnus € HempuIoKuma.

[TokazaHusTa BKIIFOYBA:

- OTOK W/WJIM aCIUT, IPUYUHEHH OT ChPACYHU WM YEPHOIPOOHU 3200 IsIBaHUS;

- OTOK, IPUYMHEH OT OBOpeuHHU 3a00Js1BaHus (B Cy4yail Ha HEPPOTUUEH OTOK JIECUEHUETO HA OCHOBHOTO
3a00IIBaHE € OT CHILECTBEHO 3HAUCHUE);

- OeoapoOeH OTOK (HampUMep B clydail Ha OCTpa ChpJeYHA HEJOCTATHUHOCT);

- XUNIEPTOHUYHA KpHU3a (B IOMBIHEHUE KbM JIPYTH TEPANIEBTHUHU MEPKH).

4. Nme (cB0OOIHO M30pano) Ha snekapctBenus npoaykt: FLUDREX MAX HERBAL HOT DRINK
1000 mg/12,2 mg powder for oral solution in sachet

INN/AB: Paracetamol, combinations excl. psycholeptics

ITokazanusd: 3a KpaTKOCPOYHO CUMIITOMATUYHO JICUCHUC Ha (I)e6pI/IJ'II/ITeT, FJ'IaBO60J'II/Ie, 00IKU B I'bpPJIOTO,
HazajHa KOHI'€CTHs, MYCKYJIHHU OOJIKM NpHU MPOCTYIHU 3a00JsBaHUS, TPUIl U JAPYTU OCTPU BUPYCHU
WHDEKIIHH.

5. Nme (cBoOomHO M30pano) Ha nekapcTBenus mpoaykt: KSIVOZAN 5 mg/ml oral drops, solution
INN/AB: Levocetirizine

[Tokazanus: KcuBo3an 5 mg/ml nepopasinu Kanku, pa3TBOp € MOKa3aH 3a CHMITOMAaTUYHO JIEYEHHUE Ha
aJlepruueH pUHUT (BKJIFOYMTEIHO NEPCUCTHPAILLl allepTHUeH PUHUT) U YPTUKApUs IIPU Bb3PACTHH U Jela
Ha BB3pacT HaJ| 2 TOAUHH.

6. Ume (cBobomHo u3bpano) Ha nekapctBeHus npoaykT: STREPSILS INTENSIVE ORANGE
SUGAR FREE 8,75 mg lozenges

INN/AB: Flurbiprofen

[Toka3zaHus: KPaTKOCPOYHO CHMITTOMAaTHYHO JICUECHHE MPH 3a4ePBEHO U OOJIE3HEHO BH3MAJIEHO T'bPIIO
IIPY BB3PACTHU U Jena Ha U HaJl 12 roanHu.

7. me (cBOOOAHO M30pano) Ha nekapctBeHus npoaykt: ACNE OUT BP 5% gel
INN/AB: Benzoyl peroxide
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[Tokazanus: Akne Ayt BII 5% ren ce u3non3sa 3a JieueHUE Ha aKHE BYJITapuC.

8. me (cBobomHo m30pano) Ha sekapctBenus npoxaykr: DICYNONE 500 mg capsules, hard
INN/AB: Etamsylate

ITokasanus: B xupyprusra:

IIpodumakTuka U jJeyeHue Ha Mpe- WIM HNOCTONEPATUBHO KAIMWIAPHO KPHBOTEUEHHE IPU BCSIKAKBU
JeTUKATHA OTepalluy U MPHU TaKUBa 3acsAramiy OOMIHO KpbBocHaOAeHu Thkanu: YHI', runexomnorus,
aKylIepcTBO, YpPOJIOTUS, OJOHTOCTOMATOJIOTHS, O(TAJIMOJIOTUsS, IUIACTMYHA M Bb3CTAHOBUTEIHA
XHPYpPTUsl.

B®B BbTpemIHaTa MEAULIMHA:

[TpodunakTuka U Jle4eHue HA KAMWIAPHH KPHBOTEUCHHS OT BCAKAKBB MPOM3XOJ WIIH JIOKATH3AIHS:
XeMaTypHsl, XeMaTeMe3a, MeJIeHa, eUCTaKCUC, THHTUBOPArus.

B runekonorusra:

Mertpoparusi, IbpBUYHA WIM CBbp3aHa C MHTPAYTEpUHHM H3/EIMsI MEHOparus, Mpu OTChCTBHUE Ha
OpraHUYHa MaTOJIOTHSL.

9. Nme (cBoOOaHO M30paHo) Ha JgekapcTBeHust mpoaykT: ISOPRINOSINE 1000 mg powder for oral
solution

INN/AB: Inosine pranobex

[Tokazanwus: 3a JeYCHHWE WM TOBJIMABAHE HA MOTHUCHATHS WM YBPEICH KICTHhYCH HMMYHHTET M Ha
KJIMHMYHATa CUMIITOMaTHKa, CBbP3aHa C:

-BupycHn wHGekun Ha IUXaTeNHUTE ITHTUINA, ITBPBUYHH W BTOPUYHU W HMYHOCYNPECHPAHU
CbCTOSIHUSA

- Un¢exunu, npuuuHEeHN OT Xeprec BUpycH: xeprec cumiuieke Bupyc tun 1 u 2 (herpes simplex virus,
HSV), Bapuuena-zocrep Bupyc (varicella-zoster virus, VZV), uHpekuuu, NpUUUHEHH OT
utomeranoBupyc (Cytomegalovirus,CMV) u Epstein-Barr Bupyc (Epstein-Barr virus, EBV).

- reHuTanHu OpajaBunu (condyloma accuminata) - BBHIIHM JIe3UH (C M3KJIIOUYEHHE HA MEpUaHaIHA
JIOKaJM3alysi) Karo MOHOTEpAINus WIM KaTo JONMBIHEHHE KbM KOHBEHIIMOHATHHUTE JIOKATHH WU
XUPYPTUYHU POLETYPH.

- KoxHOonmraBuuH#, BYJIBOBAarMHAIHH (CYOKIIMHWYHA W3sBa) WM E€HIOICPBUKATHO-CBHP3aHH C
YOBEIIKH nanuioma Bupyc nHgexkuuu (human papilloma virus, HPV').

- BupyceHn xenatur.

- MopOumu /TexKa Ui yCI0KHEHa HHPEKIHsL/ .

- [TapoTwur.

- Cy6akyteH ckneposupari nanenuedanut (SSPE).

- Bupycen adrozen cromatut

- I'pumn.

10. Vme (cBOOOIHO M30paHo) Ha nekapctBenus npoaykt: MILURIT 300 mg tablets

INN/AB: Allopurinol

ITokasanus: Be3pacTHu:

" Benuku popmu Ha XxunepypukeMusi, KOUTO He ¢ KOHTPOJIUPAT € IMeTa, BKIIOUYUTEIIHO BTOpUYHA
XUINEPYPUKEMHUS OT PA3JIMYEH MPOU3XOJ U KIIMHUYHM YCIIO)KHEHHS Ha XUIEPYPUKEMHUYHU ChCTOSIHMS,
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MpeIMMHO KIIMHUYHO U35BEHA Mojjarpa u ypaTHa HeporaTus, KakTo U 3a pa3TBapsiHe U MpoduiakTuka
Ha ypaTHa KaJiKyJo3a (KaMbHH B ObOpenuTe).

" JleyeHnue Ha pelMIMB Ha CMECEHU KaJI[MEeBOOKCAIaTHU ObOpEYHH KaMbHH MPU MPHUAPYkKaBaIla
XUMEPYPUKEMHUS B CIIYYaWTe, KOraro TEYHOCTHTE, TUETHUYHHUS PEKHUM H JIPYrH MOJOOHU MEpKH ca
Hee(rKacHHU.

Jlela u roHOIIHU:

" Bropuuna xumnepypukeMus OT pa3inyeH MpOU3Xo.

VYparna HedpornaTus o BpeMe Ha JICUeHUE Ha ICBKEMHUS.

Hacnencreen ensumen aeduuut, cuaapoM Ha Lesch-Nyhan (yactuuen wiu ToTaneH aeduiuT
HAa  XWIIOKCAaHTUH-TyaHuH  ¢ochopubo3un  Tpancdepaza) u  jnepuOUT  HA  AJACHUH
dhochopudosmiTpanchepasa.

11. me (cBoOGoHO n30pano) Ha nekapcTBeHus npoaykT: ADIPAMOL®ANTITUSSIVE JUNIOR
250 mg/100 mg/5 mg/10 ml syrup

INN/AB: Paracetamol, combinations excl. psycholeptics

Ilokazanug: 3a KpaTKOCPOYHO CHMIITOMAaTUYHO JICUCHUC Ha IMPOCTYAHU U OCTPU PECIUPATOPHU
BUPYCHH 3a00JISIBaHUS TIPH JIella Ha BB3pacT Haja 6 TOAWHU, MPOTHYANIM ¢ (eOPHINTET, TIIaBOOOIHE,
00JIKHU B I'bPJIOTO, Ha3aJIHA KOHI'CCTUA, MYCKYJIHHU 0O0JIKU U MMPOAYKTUBHA KallJinla.

12. Nme (cBoGOaHO M30pano) Ha sekapcrBenus npoaykr: ETODIN SR 600 mg prolonged-release
tablets

INN/AB: Etodolac

IMokazanus: [IpoayKTHT Chabpxka etodolac v e mokazaH 3a CHMIITOMATHYHO JI€Y€HHE HAa PEBMATOMIEH
apTPUT U OCTEOAPTPHT.

IV. JlekapcrBen(u) npoaykr(u), kauguaarcream(u) 3a [IPOMSIHA na pa3pemenue 3a
ynorpeoda

1.Mwme (cBoGOaHO M30paHo) Ha nekapcTBeHus npoaykt: POLYGYNAX 35 000 1U/35 000 1U/100 000
IU vaginal capsules, soft

INN/AB: Nystatin, combination

[Tokazanus: JIokanHO JleueHHnEe Ha BarMHUTH, ABJDKAIIM Ce HAa YYBCTBUTEIHM IIAMOBE U JIEYEHUE HA
Hecrieun(uyHu BarMHUTH. TpsiOBa na ce MMaT OpeABH] OQHUIMATHUTE MPEHNOpPbKH 3a MpaBUIIHA
ynorpe0da Ha aHTUOAKTEpHAJIHU JIEKapCTBa.

Kannunarcrsa 3a: [IPOMSIHA

[Mpomenn: C.1.4 TIpomsina(n) B KpaTkara XapakTepucTHka Ha MPOIYKTA, JAHHUTE BBPXY OIMIAKOBKHUTE
WJIM JIUCTOBKAaTa BB BPbh3Ka C HOBH JIaHHU 32 Ka4€CTBOTO, IPEAKJINHUYHUTE U KJIMHUYHUTE TaHHU WIN
NTaHHUTE 3a JekapcTBeHa Oe3onacHocT-Tun II - Axryanusupane Ha KXII B 1. 4.2 JIo3upoBka u HauYuH
Ha npuioxkenue, T. 4.3 IlpotuBonokasanus, T. 4.5 B3auMonelicTBue ¢ Ipyru J1eKapCcTBEHU NPOAYKTH U
npyru ¢opmu Ha B3aumozeicteue u T. 5.1 dapmakoaMHAMUYHU CBOMCTBa, W pasfenu 2 U 3 Ha
JUCTOBKATa 3a MalMeHTa, MopaJid HOBU MPEIKINHUYHM TaHHU ((hapMaKoJIuHAMUKA U CbBMECTUMOCT C
Ipe3epBaTUBH).

2. Nme (cBobomHO m30pano) Ha nekapcrBenus npoaykt: NICORETTE ICEMINT 2 mg medicated
chewing gum
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INN/AB: Nicotine

[Tokazanus: N3nomn3Ba ce 3a JeueHre Ha HUKOTHHOBATA 3aBUCUMOCT Ype3 HaMalIIBaHE HA HUKOTHHOBHS
riaj 1 o0jJeKyaBaHe Ha CUMIITOMHTE Ha OTHEMaHe, KaTo:

- YJIECHSIBA CIUPAHETO OT MYIIEHE MPU MyIayl, KOUTO JKEJIasT Ja ce OTKaXKar;

- romara Ha IyIIa4uTe BpEMEHHO JIa Ce BB3IbPKAT OT MyIIEHE;

- yJIECHSIBA HAMaJSIBAHETO Ha IMYIICHETO MPH IylIauyd, KOUTO HE MOTAT WIM HE XKENasT Ja ce
OTKa)KaT.

Kanaunarcrsa 3a: [IPOMSHA

[Ipomenu: C.1.4 IIpomsna(u) B KpaTkara xapakTepucTHKa Ha IPOIYKTA, TAHHUTE BbPXY OMAKOBKUTE
WJIU JINCTOBKATa BbB BPbh3Ka C HOBH JIAaHHU 32 KAYECTBOTO, MPEAKIMHUYHUTE U KIMHUYHUTE TAHHU WU

JTaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tum I - Akryanusupane Ha KXII B chorBeTcTBHE ¢ Company
Core Data Sheet (CCDS) v. 3.

3. Nme (cBobomHO m30pano) Ha nekapcrBenus npoaykt: NICORETTE ICEMINT 4 mg medicated
chewing gum

INN/AB: Nicotine

IMokazanust: M3mno3ea ce 3a jJedeHrne Ha HHKOTHHOBATA 3aBUCUMOCT Ype3 HaMaJlsiBaHe Ha HUKOTHHOBHS
rian v o0JIeKYaBaHe Ha CHMIITOMUTE Ha OTHEMaHe, KaTo:

- yJECHSBA CITUPAHETO OT ITYIIEHE TPH ITyIIadk, KOUTO JKEJIasAT JIa C€ OTKaXKar;

- romara Ha MyIna4uTe BPEMEHHO Jla Ce Bh3AbPIKAT OT MyIICHE;

- yJAECHSABA HAMaJsIBAHETO HA IYIIEHETO NP IMyHIayd, KOUTO HE MOTaT WM HE KeJasT Ja ce
OTKaXaT.

Kanaunarcrsa 3a: [IPOMSAHA

ITpomenwu: C.1.4 Tlpomsna(u) B KpaTkara xapakTeprcTHKa Ha MPOAYKTa, TAHHUTE BbPXY OMAKOBKHUTE
WK JIMCTOBKATa BbB BPb3Ka C HOBH JIAHHH 33 KQUECTBOTO, MPEAKINHHYHNATE U KIMHUYHHUTE JAHHU WK

JaHHUTE 3a JNekapcTBeHa O6e3onmacHocT-Tun II - Axryanusupane Ha KXII B cboTBeTcTBHE ¢ Company
Core Data Sheet (CCDS) v. 3.

F_4001-18 v2 d1

cTp. 5/5
0 KoHpuaeHumanHo x[] BbTpelwHo nonssaHe-orpaHNYeHo
[ BbtpewHo nonssaHe-o6110 O O6woaocTbnHO



